ZEeNTIVA

A SANOF! COMPANY
Ceprudukar anaausa cepuu Ne 1071

Haszeanue npooykma Tlenectep®

Homep npodyxkma 11009389_0050

Homep cepuu 3030120

Jlosuposka 5MI’

Jlexapcmeennas TabJIETKH, IOKPHITHIE

gopma TUICHOYHOH 000JI0UKOMH
30 TabneToK, MOKPHITHIX

Paszmep ynaxosxu

IJICHOYHOH 000JI0YKOM
Brcrep 2 X 15

Hama npouséodcmsa 5, 41 500
Hama ucmeuenun 5115 5055

cpoxa 200HOCHU
Cneyughuxayus JIC-000133-120511

Tun ynakoexu

Howmep pecucmpayuonnoeo yoocmosepenus JIC-000133

Cepusi LIMS HV 1436989

Obpasey HV 5271000

Cepusi LIMS MZT 1433350

Obpaszey MZP 5253690

Pazmep svinywennoii cepuu 49542 YITAKOBOK
Cmpana-umnopmep Poccus

00006peno Ynonnomouennvim auyom
«3enmuea K. c.»

\Ucnvimanue \Pezynomamut Hopmul
Onwucanue
Onucanune COOTBETCTBYCT TabJIETKU KPYTJIble IBOSIKOBBIITYKIIbIE
CBETJIO-XKEJITOTO [IBETA, TOKPHITHIE
IUIEHOYHOH 000JI09KOMH
TlopnuaHOCTH
¢unacrepuy (BIXKX) COOTBETCTBYET BpeMs ynepKuBaHUs OCHOBHOTO MUKA HA
XpOMAaTorpaMMe UCIIBITYEMOTO pacTBOpa
JOJDKHO COBIAaTh C BpEMEHEM yIep KaHuUs
OCHOBHOTO ITHKa Ha XpPOMaTOrpaMMme
CTaHJAPTHOTO pacTBopa (HHMHACTEPHUIA.
¢unacrepun (YOP Ha 1uonHON MaTpHLe) COOTBETCTBYET V@ criekTp OCHOBHOTO NHKA Ha
XpOMAaTorpaMMe UCIIbITYEMOTO pacTBoOpa
JIOJDKeH coBnaaath ¢ YD cnexTpom
OCHOBHOTO ITHKa Ha XpOMaTOrpaMMme
CTaHJapTHOTO pacTBOpa (pUHACTEpHULIA.
CpenHssa Macca TabJIETOK, MTOKPBITHIX 0,135 0,127-0,141r
IUIEHOYHOH 000JI09KOM
OI[HOpOI[HOCTB MacCChbI Ta6HeTOK, ITOKPBITBIX COOTBETCTBYCT 18/20 TtabiaeTok — He Ooyee 7,5 %
TUICHOYHOH 060:104KOH 2/20 tabnetok — He Gounee + 15 %
PacmagaemocTs (0€3 UCIOIB30BaHUS 3 MuH He 6ornee 30 MuH
JIUCKOB)
PactBOpenune
PactBopenue
93 % He menee 70 % (Q) OT 3asBIEHHOTO
KonmyecTBa yepe3 30 MUHYT
Poncreennsie mpumecu
€IMHUYHAs UICHTUGULINPOBAHHAS 0,05 % He 6omnee 0,3 %
PUMEChH
mo0ast eMUHUYHAS 0,05 % He 6onee 0,1 %
HeHJCHTU(OUIIMPOBAHHAS TIPHMECh
o0riiee copepkaHue nmpumeceit 0,10 % He 6oiee 0,6 %
Mukpobronornyeckas YucToTa N
Mukpobronornyeckas YucToTa ) Sk
HEBOIHBIX JICKAPCTBEHHBIX MPEIapaTOB IS ¥ L * h o 9%
IpreMa BHYTpb prd / i
o0IIee IHCII0 KU3HECTIOCOOHBIX 0 KOE/r ne Gonee 0° :{OE/r 24 7
a’pOOHBIX OPraHU3MOB < o > $
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ZEeNTIVA

A SANOF| COMPANY

Ceprudukar anaausa cepuu Ne 1071

Haseanue npooykma

Homep npooykma
Howmep cepuu
Jlosuposka
Jlexapcmeennas

gopma

Pasmep ynarxosku

Tun ynakoexu

ITenectep®

11009389 _0050 Cepusi LIMS HV
3030120 Obpasey HV
5MI’ Cepus LIMS MZT
TabJIETKH, IOKPHITHIE Obpasey MZP

MJICHOYHOH 000JI0UKOM
30 TabneToK, MOKPHITHIX
MJICHOYHOH 000JI0UKOM
Brcrep 2 X 15

Pazmep svinywennoii cepuu

Cmpana-umnopmep

Jlama npouzsodcmea
Jlama ucmeuenus
cpoxa 200HOCHU
Cneyugpuxayus

24.01.2020
31.12.2022

JIC-000133-120511

Howmep pecucmpayuonnoeo yoocmosepenus JIC-000133

1436989
5271000
1433350

5253690

49542 YITAKOBOK

Poccus

00IIee YHCII0 APOIKIKEBBIX U IIECHEBBIX
rpuboB

0 KOEr

He 6oree 10> KOE/T

OrtcyrcrBue Escherichia coli

OOHOPOIHOCTH AO3UPOBAHUS

10 COZICPIKAHHIO

OJTHOPOJTHOCTH TO3UPOBAHHUS 110
COZIEPKAHUIO

KonmuecTBeHHOE Ompe/ieieHIe
(unacrepusia B 1 TabneTke, MOKPHITOM
IUICHOYHOM 000I0UKOH

COOTBETCTBYCT

COOTBETCTBYCT

4,93 mr

OoTCyTCTBHE B 1 T

AV <150

4,75-5,25 mr

HNndpopmauns no BIMYCKY

3AK/IIOYEHHUE: CooTBeTCTBYET TPeOOBAaHUAM crielluPUKAINH.

Cepust cooTBeTCTBYeT TpeboBaHusAM HopmaTtuBHOI 1oKyMeHTaIMu, 3aperucTpupoBaHHoii B Poccuiickoii ®enepannu B
HACTOSsIee BpeMs 110 MEePEUUCICHHBIM TapaMeTpaM KauecTBa.

YTBEPXXOEHO K BbIMYCKY

MecTo NpoU3BOACTBA U KOHTPOJISI Ka4ecTBAa:
«3eHTHBA K.C.» (OQHUIHMATLHBIN TpaBoNpeeMHUK «3eHTHBa a.c.» ¢ 01.01.2009)

Tem: +420 267 241 111

VY xa6enoBnbI 130, 102 37, IIpara 10, Joman Mexonymsl, Uenickas Pecrrybnuka ®axc: +420 267 243 627
JIunensus Ha mpou3BoacTBo Ne 25473/2/INS/98 (mocnennee m3menenue 352900/2018)

Cepruduxat GMP Ne coct. 254516/2017, 342333/2018, 352900/2018

00006peno Ynonnomouennvim auyom
«3enmuea K. c.»
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ZSNTIVA

Manufacturer batch certificate No. 1071

Name of product  Pencster ®

Product number  11009389_0050 Batch LIMS 11V 1436989

Batch number 3030120 .\'mnpia Hy 5271000
Strength 5 MG . .

Daosage form film-coated tablets Batch LIMS MZP 1433350
Package size 301bl im Sample MZP 5253690
Package ype BLI2X I5 Released quantity 49 542 PACKS
Manufucture date 24.01,2020 ] ting countr I o

Expiry date 31.12.2022 mporting country — Russia
Specification [.5-000133-120511

Marketing anthorisation Nu, LS - 000133

Test Results Limits
Appearance
Appearance complics round, biconvex film-coated tablets

light yellow colour
Identification

finasteride (HPL.C) complics The retention time of the principal peak
on the chromatogram of the tested
solution is required to correspond to the
retention time of the principal peak on
the chromatogram of the finasteride
standard sample solution,

finasteride (UV diode array) complies The UV spectrum of the principal peak
on the chromatogram of the tested
solution is required to correspond to the
UV spectrum of the principal peak on
the chromatogram of the finasteride
standard sample solution,

average mass of | coated tablet 0.135g 0.127gta0.141 ¢

Uniformity of mass of film-coated tableis complies 18720 tablets - not more than £ 7.5 %
2/20 tablets - not more than 4 15 %

Disintegration {without discs) 3 min NMT 30 min

Dissolietion test
Dissolution test

93 % Not less than 70 % (Q) of the Jabel
claim at 30 minutes

Purity test

Individual identified impurity 0.05% NMT 0.3 %

any individual unidentified impurity 0.05 % NMTO0.1%

total impurities 0.10% NMT 0.6 %
Microbiological quality s

Microbiological quality of non-aqueous %
preparatiens for oral use ey Sl

total viable aerobic count 0 CFU/g NMT 10° CFU#

Total combined yeast / moulds count 0 CFU/g NMT 10° CRU 5

—t—— __5
Approved by QP Zentiva, k.s. Jakub Matusik 11 -03- 2020 ZGNT!w l %%”ﬂ« :‘;;
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ZGNTIVA

Manufacturer batch certificate No. 1071

Name of product  Penester ®

Product manber 11009389 _0050 Batch LIMS 11V 1436989

Batch number 3030120 .S'rtmpic HV 5271000

Strengih 3 MG ) A

Daosage form film-coated tablets Batch LIMS MZP 1433350

Package size 30 thl im Sample MZP 5253690

fﬁ’;c'kage fype r BLI2 X 215 Released quantity 49542 PACKS
cthre dote 24.01.2020 . .

Ii:;:;:;{‘::'c:r‘: are NG Importing country  Russia

Specification L5-000133-120511

Marketing authorisation No. 1.8 - 000133

Absence of Escherichia coli complics absence (1 g)
Uniformity of dosage
untis
content uniforinity complies AV <150
Assay of finasteride in | film-coated (ablet 4.93 mg 4.75 mgto 5.25 mg

Release information

CONCLUSION : Conformity with specification,

The batch meets the requirements of the Normative Document currently registred in
Russian Federation on the listed quality parameters.

APPROVED FOR RELEASE
Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Tel: +420267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018
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Jakub Matustk 1y .3 am  Z@MAVA | pmmas,

A d by QP Zentiva, k.s. kel F
pproved by QP Zentiva, ks IAY LRSS

Page 2 of 2 TP TES2006

7t

v


I0398200
Stamp


	726624_3030120
	726624_3030120_CL
	726624_3030120



